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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )|EI Responsive to communication(s) filed on 13 April 2004 . 
2a)[X] This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 26 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 26 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^3 The drawing(s) filed on 05 January 1999 is/are: a)£3 accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) IZl Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) D Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-1 52) 
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DETAILED ACTION 

Claim 26 is pending and under examination. 

The text of those sections of Title 35, U.S. Code not included in this 
action can be found in a prior Office action. 

The claims are examined to the extent that they read on peptides as 
elected in paper # 9. As art has been applied on the elected embodiment, 
peptides, search and art for other embodiments, such as polyarginine has 
not been applied since it is not a peptide. See MPEP 809.02 for examination 
with regard to election of species. 

Claim Rejections - 35 USC §102 

The claim is directed to a one step method of administering a peptide, 
oligopeptide or protein containing an arginine available to NOS, to a 
mammal in order to regulate NO production for the prevention or treatment 
of certain NO mediated pathogenic conditions consisting of diabetes or 
gastrointestinal disorders, wherein the compound is poly-arginine, Des-Arg- 
1-BK, BK fragment 1-7, [Lysl]-BK, Lys-BK, Ile-Ser-BK. 

(The claims are examined to the extent that they read on peptides, not 
polyarginine which is not a peptide.) 

Claim 26 is rejected under 35 U.S.C. 102(b) as being anticipated over 
US 4,152,425 [B] or US 4,177,261 [Bl]. 

The claim has been discussed above. 

US 4,152,425 discloses the infusion of 10-3000ug of kinin/l solution. 
The specifically preferred kinins are bradykinin, kallidin and met-lys 
bradykinin (col. 2, 1. 20-24). The infusion amount is exemplified at one liter 
(col. 5, I. 18). The treatment is for increasing glucose supply to diabetic 
patients (col. 3, I. 20). 

US 4,177,261 disclose the administration of bradykinin or kallidin in 
order to promote the healing of wounds. Poor wound healing is one of the 
symptoms of diabetes. 

Further, since the claims are directed to preventing diabetes or a GI 
disorder, any administration of the claim specific peptides is assumed to 
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prevent these diseases/disorders. All patients are in need of prevention of 
GI disorders and diabetes. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to 
expire THREE MONTHS from the mailing date of this action. In the event a 
first reply is filed within TWO MONTHS of the mailing date of this final action 
and the advisory action is not mailed until after the end of the THREE- 
MONTH shortened statutory period, then the shortened statutory period will 
expire on the date the advisory action is mailed, and any extension fee 
pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply 
expire later than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Sandra Saucier whose telephone 
number is (571) 272-0922. The examiner can normally be reached on 
Monday, Tuesday, Wednesday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, M. Wityshyn can be reached on (571) 272-0926. The 
fax phone number for the organization where this application or proceeding 
is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained 
from the Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either Private 
PAIR or Public PAIR. Status information for unpublished applications is 
available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on 



access to the Private PAIR system, contact the£t€ctronic Business Center 
(EBC) at 866-217-9197 (toll-free). / yfj ] - 




Sandra Saucier 
Primary Examiner 
Art Unit 1651 



